Full transparency in pharmaceutical regulation is crucial. There are several reasons why we need access to drug regulatory information about prescription medicines. The option of providing edited evaluation reports on new drugs was also rejected as it was 'inappropriate' and 'would result in increased confusion and anxiety amongst consumers'. However, in 2008 the TGA is considering some regulatory reforms which will include increased transparency. 6 As regards the provision of product information and consumer medicine information (CMI), the task has been entirely left to other groups with no assurance that this information is comprehensive or regularly updated. Putting the approved product information and CMI on the TGA website (the option that was most favoured by all stakeholders during an extensive public consultation) was initially rejected by the TGA because it was said to be the most expensive option and there was a perceived risk of litigation. However, the recent reforms propose publishing the information on the TGA website. Specialist imaging is not needed to diagnose attention deficit hyperactivity disorders, but Alasdair Vance says our understanding of the aetiology is increasing.
importance of scrutinising registration data in order to identify safety problems early. Another example is the recent review of antidepressant trials registered with the US Food and Drug Administration. It showed that antidepressant trials with negative results were much less likely to be published than trials with positive results. 1 Second, regulatory decisions involve value judgements in balancing multiple data about the benefits and harms of medicines. 2 These value judgements should be disclosed with the reasons for regulatory decisions. This would help people to make their own choices about whether the medicines are suitable for them.
Third, as with many medicines agencies, the Therapeutic Goods Administration (TGA) is now totally financed from fees paid by pharmaceutical companies. Its decisions will be increasingly subject to public scrutiny because of the worry about conflicts of interest. Transparency in pharmaceutical policy making is required to maintain public trust in the TGA.
Three years ago, the Editorial Executive Committee of Australian Prescriber published a call for increased transparency in the regulation of prescription medicines. 3 What has happened since then? A recent study compared the provision of information on the websites of national drug regulatory agencies. 4 It found that the TGA ranked among the most 'secret' of the agencies. The option of providing edited evaluation reports on new drugs was also rejected as it was 'inappropriate' and 'would result in increased confusion and anxiety amongst consumers'. However, in 2008 the TGA is considering some regulatory reforms which will include increased transparency. 6 As regards the provision of product information and consumer medicine information (CMI), the task has been entirely left to other groups with no assurance that this information is comprehensive or regularly updated. Putting the approved product information and CMI on the TGA website (the option that was most favoured by all stakeholders during an extensive public consultation) was initially rejected by the TGA because it was said to be the most expensive option and there was a perceived risk of litigation. However, the recent reforms propose publishing the information on the TGA website. This is not to say that the situation in other countries is optimal; a lot remains to be done. There are also valid exceptions to transparency such as manufacturing information that needs to be protected. However, the current Australian situation, in which the data used to make decisions and the reasons behind these decisions remain secret, is no longer tenable. Full transparency is required at all steps in the marketing of medicines, from publication of the trial protocols to assessment of the data by the TGA. It includes public disclosure of the potential conflicts of interest of all external experts involved in the TGA advisory committees. It concerns not only positive decisions, but also negative decisions, for example when a marketing application for a drug has been refused.
Transparency requires political will and leadership. This is an active process that needs to be adequately resourced. While drug companies spend millions of dollars on promotion of medicines each year, it seems paradoxical that limited funding and cost recovery could prevent the TGA from appropriately informing the Australian public. The TGA urgently needs to take steps to improve its transparency if it wants to retain its credibility not only with the Australian public and health professionals but also on the international scene.
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Varenicline and quitting
Editor, -While Mark Ragg (Aust Prescr 2008;31:60-2) is technically correct in saying that most people quit by themselves 1 , he overlooks the more important point that the unaided quit rate is around 5-7%. 2 It is not surprising that quitting is so difficult. Nicotine addiction is a chronic relapsing condition with a relapse curve that resembles that for heroin addiction. 3 Popularity of strategy should not be confused with likelihood of success.
Most smokers find it very difficult to quit and are reluctant to seek help. 4 It is difficult to capture the true natural history of smoking cessation in a study. 1 Studies that have done so show that less than 2% of smokers quit per year. 5 On average, smokers make between five and eight attempts before they are successful despite expressing strong interest in quitting. 6 In a survey, 92% of smokers used only one strategy to quit. 1 The majority of published evidence recommends the use of a combination of strategies that include some form of pharmacotherapy if nicotine dependent, referral to a proactive callback program like the Quitline, enlisting support, and addressing motivation and confidence. 7, 8, 9, 10 
